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3.0 ON-SI TE ASSESSMENT
3.1 | NTRODUCTI ON

The on-site assessnent is an integral and requisite part of
a | aboratory accreditation programand wll be one of the
primary nmeans of determning a | aboratory's capabilities and
qualifications. During the on-site assessnent, the
assessnment teamw || collect and eval uate i nformation and
make observations which will be used to judge the

| aboratory's conformance with established accreditation

st andar ds.

It is essential that the on-site assessnent conducted by any
accrediting authority in the United States wi shing to be
recogni zed by the National Environnental Laboratory

Accredi tati on Program be conducted in a uniform consistent
manner. Reasons for fostering this consistency include a
need to assure the base quality of data comng fromthe

| aboratories; to allow nore confident conparison of results
generated by different | aboratories; to facilitate
reciprocity; and for the |l aboratory community to accept the
accreditation standards.

This section describes the essential elenents that are to be
i ncluded in any acceptable on-site assessnent and the
qgqual i fications and requirenents for assessors.

The responsibility for promul gating and enforcing
occupational safety and health standards rests with the U S.
Department of Labor. Wile it is not within the scope of
the assessnent teamto evaluate all health and safety
regul ati ons, any obviously unsafe condition(s) observed
shoul d be described to the appropriate | aboratory official
and reported to the accrediting authority. The
accreditation on-site assessnent is not intended to certify
that the laboratory is in conpliance with any applicable
heal th and safety regul ati ons.

3.2 ON SI TE ASSESSVENT PERSONNEL
3.2.1 Training

The National Environnmental Laboratory Accreditation

Conf erence (NELAC) specifies the mninmm]level of education
and training for assessors, including refresher/update
training. The NELAC al so devel ops standards for training
requi renents. The assessor training programwl| be



NELAC

Proficiency Testing Program
Revision 7

July 31, 1997

Page 2 of 17

devel oped and i nplenented by either accrediting authorities,
accrediting bodies, or other entities. Al assessor
trai ning prograns, nust neet the NELAC st andards.

Until such time as the NELAC has devel oped and publi shed
training requirenments for |aboratory assessors, each
accrediting authority shall approve the training and
experience requirements for each of its assessors (federal,
state and/or third party).

When the NELAC has conpl eted the devel opnent of assessor
trai ni ng program standards, accrediting authorities,
accrediting bodies, or other entities may petition the NELAP
for approval of various formal training prograns which neet

t he NELAC st andards.

3.2.2 Basic Qualifications

A | aboratory assessor may work for a Federal, State, or a
third party assessor body. An assessor must be an
experienced professional and hold at least a B.S. degree in
a basic science, or have equival ent education and experience
in |aboratory assessnent or related fields.

Each assessor nust al so have satisfactorily conpleted an
approved assessor training program and take periodic
updat e/ refresher training, as specified by NELAC. Each new
candi dat e assessor nust undergo training with a qualified
assessor during four or nore actual assessnents until judged
proficient by the accrediting authority. Assessors enpl oyed
by accrediting authorities (either directly or third party)
when the authority is granted NELAP recognition (see section
6.7) are exenpt fromthe requirenent to undergo training
with a qualified assessor during four or nore actual on-site
assessnents, provided they have previously conducted four
assessnents and been judged proficient by the accrediting
authority. Assessors enployed by accrediting authorities on
the date the NELAP is fully operational nust neet the
education, experience and training requirenents specified in
this section within five years of that date.

3.2.3 Additional qualifications
In addition, the assessors nust:
a) Be famliar wth the relevant |egal regulations,

accreditation procedures, and accreditation
requi renents;
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b) Have a thorough know edge of the rel evant assessnent
met hods and assessnent docunents;

c) Be thoroughly famliar with the various fornms of
records described in Section 3.5.3 - Records Review,

d) Be thoroughly cogni zant of data reporting, analysis,
and reduction techniques and procedures;

e) Be technically conversant with the specific tests or
types of tests for which the accreditation is sought
and, where relevant, with the associ ated sanpling and
preservation procedures; and

f) Be able to conmunicate effectively, both orally and in
writing.

3.2.4 Assessor Qualification

Bef ore an assessor can conduct on-site assessnents, the

i ndi vi dual nust be qualified by an accrediting authority.
Each assessor nust sign a statenent before conducting an
assessnent certifying that no conflict of interest exists
and provide any supporting information as required by the
accrediting authority. Failure to provide this information
wi |l make the proposed assessor ineligible to participate in
t he assessnent program

3.3 FREQUENCY OF ON- SI TE ASSESSMENTS

3.3.1 Frequency

Accrediting authorities nust require a conprehensive on-site
assessnent of each facility that is accredited at |east
every two years. Assessnents may be conducted nore
frequently for cause, at the option of the accrediting
authority.

3.3.2 FollowUp Assessnents

In addition to routine assessnents, assessors may heed to
conduct followup assessnents at |aboratories where a
deficiency was identified by the previous assessnent. These
assessnments may be, but are not necessarily limted to,
determ ning whether a | aboratory has corrected its
deficiency(ies), or determining the nerit of a formal appeal
fromthe | aboratory. When deficiencies are of such severity
as to possibly warrant the downgrading of a | aboratory's
accreditation status, any foll owup assessnent that is

pl anned or conducted shoul d be conpleted and reported within
forty-five days after the original assessnent.
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Nothing in this section should be construed as requiring an
accrediting authority to reassess a facility prior to taking
a regulatory or adm nistrative action affecting the status
of the facility s accreditation. Nothing in this section
shoul d be construed as |limting in any way the accrediting
authorities ability to revoke or otherwise limt a

| aboratory’s accreditation upon the identification of such
deficiencies as to warrant such action.

3.3.3 Changes In Laboratory Capabilities

The accrediting authority may al so deem necessary an

assessnment when a mmj or change occurs at a |laboratory in
personnel, equipnent, or in a laboratory's |ocation that
m ght alter or inpair analytical capability and quality.

3.3.4 Announced and Unannounced Visits

The accrediting authority, at its discretion, may conduct
ei t her unannounced or announced on-site assessnents. The
accrediting authority is not required to provide advance
notice of an assessnent.

3.4 PRE- ASSESSMENT PROCEDURES
3.4.1 Assessnent Pl anning

A good assessnent begins with planning, which should
commence wel|l before the assessnment teamvisits the

| aboratory. Planning is the neans by which the | ead
assessor identifies all the required activities to be

conpl eted during the assessnent process. Planning includes
conducting a thorough review of NELAP and/or State records
pertaining to the | aboratory to be inspected. This may save
time because famliarity with the operation, history, and
conpliance status of the |aboratory increases the efficiency
and focus of an on-site visit.

Pre-assessnent activities include: deciding the scope of the
assessnment; reviewi ng NELAP/ State information; providing
advance notification of the assessnent to the | aboratory,
when appropriate; obtaining any security cl earances which
may be necessary; coordinating the assessnent team and

gat hering assessnent docunents. Section 3.4.5 discusses
Confidential Business Information (CBI) issues.
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3.4.2 Scope of the Assessnent

The first step in the assessnent planning process is

deci ding what type of assessnent will be conducted. The
assessnment may be a general one to determ ne the capability
of the laboratory to performenvironnental testing or a
specific exam nation of a certain area of testing. The
assessnment nust include both an appraisal of the

| aboratory's operations and a review of the appropriate
records. The assessnent for a field of testing must cover
all of the tests for which the | aboratory seeks
accreditation.

3.4.2.1 Laboratory Assessnents

A | aboratory assessnment nust review the ability of the | ab
to conduct environnmental testing. The exam nation of the
systens, processes and procedures of the | aboratory shoul d
give a general sense of its past and present capabilities to
performwork of known and docunented quality. During a

| aboratory assessnent, the assessnent team may identify a
nunber of sanples or a recently conpleted or on-going
project and evaluate to what extent the tests are being
conducted accordi ng to NELAC st andards.

3.4.2.2 Records Revi ew

The purpose of a records reviewis to determ ne whether the
testing | aboratory has nai ntai ned necessary docunentation of
data and other information to technically substantiate
reports previously issued. During a records review, the
assessnment teamw || conduct an overall audit of data and
will conpare data with submtted reports to determ ne

whet her the data were col |l ected, generated, and reported
foll ow ng the NELAC standards.

3.4.3 I nformati on Coll ecti on and Revi ew

Prior to initiating an on-site assessnent, the assessnent
team shal | make determ nations as to which | aboratory
records they wish to review prior to the actual site visit.
These records, fromthe files of the accrediting authority,
the national |aboratory accreditation database, or the

| aboratory itself may include, but are not limted to:

a) Copi es of previous assessnent reports and proficiency
testing sanple results;
b) Ceneral | aboratory informati on such as |aboratory
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submtted sel f-assessnent fornms, SOPs and Quality
Assurance Pl an(s);

c) O ficial laboratory communi cati ons and associ at ed
records with appropriate accrediting authority staff.

d) Avai | abl e docunents fromrecipients of reports fromthe
| abor at ory;

e) The | aboratory’s application for accreditation;

f) The exi sting programregul ati ons and speci al
requi renents that apply to the areas for which
accreditation is sought (i.e. security clearances,
radi oacti ve exposure protocols, etc.); and

g) The nost recently approved anal ytical nethods for the
tests for which the | aboratory has requested
accreditation.

3.4. 4 Assessnment Docunent s

Docunent s necessary for the assessnent and which may need to
be provided to the | aboratory managenent or staff should be
assenbl ed before the assessnent, whenever possible. The

| ead assessor should obtain copies of the required
assessnent forns, including the NELAC approved checklist(s).
O her types of docunents that may be required incl ude:

. Assessnent Confidentiality Notice and Decl aration
(Appendi x B)

Conflict of Interest Form

Assessor Credenti al s;

Assessnent Assignnent (S);

Assessnent Notification Letter

Att endance Sheet (s) (opening and cl osing
conference); and

. Assessnent Apprai sal Form

In addition, the | ead assessor should be able to provide

i nformati on about how to obtain copies of docunents and

mat eri al s associated with an assessnment fromthe accrediting
authority.

3.4.5 Confidential Business Information (CBI)
Consi der ati ons

During on-site assessnents, on-site assessors may cone into
possession of information clainmed as business confidential.
The EPA regul ations for handling confidential business
information are detailed in Title 40, Code of Federal

Requl ations, Part 2, Subpart B and will be followed in NELAP
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related matters. Subpart B defines a business
confidentiality claimas "a claimor allegation that
business information is entitled to confidential treatnent
for reasons of business confidentiality, or a request for a
determ nation that such information is entitled to such
treatnent."

NELAC st andards nmust, consistent with 40CFR Part 2, protect
Confidential Business Information (CBI) from di sclosure.

For this information to be adequately protected, certain
actions are required, by NELAP, on-site assessors and the

| aboratory. The | ead assessor nust provide a NELAP
assessnment confidentiality notice to the responsible

| aboratory official at the beginning of the assessnent.

This notice inforns | aboratory officials of their right to
claimany portion of the information requested during the
assessnent data as CBlI. NELAP personnel, assessors and

ot her users of said information nust have CBI training. The
assessors should be famliar with the procedures for
asserting a CBI claimand handling information which contain
the information clainmed as CBI. The |ead assessor nust take
custody of all CBI information before | eaving the

| aboratory, and nust maintain themin custody, using al
proper procedures and safeguards, until they can be received
by the accrediting authority, who nust also treat such
information as CBI, until an official determ nation has been
made in accordance with federal and/or state | aw

Certain actions are required of the responsible |aboratory
official when claimng information as business confidential.
The | aboratory representative nmust place on (or attach to)
the information at the time it is submtted to the assessor,
a cover sheet, stanped or typed |egend, or other suitable
formof notice, enploying | anguage such as "trade secret"”,
"proprietary” or "conmpany confidential". Allegedly
confidential portions of otherw se non-confidenti al

i nformati on should be clearly identified by the business,
and may be submtted separately to facilitate identification
and handling by the assessor. CBl may be purged of
references to client identity by the responsible | aboratory
official at the tine of renoval fromthe | aboratory.

However, sanple identifiers may not be obscured fromthe
information. [If the information clainmed as business
confidential suggests the need for further action, the
informati on may be forwarded to the appropriate agency which
may take further action outside the scope of the
accreditation process, to obtain the client’s identity. |If
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the information cl ai ned as busi ness confidential suggests
the need for further enforcenent action, the accrediting
authority is responsible for ensuring that all CBI issues
are handl ed in accordance wi th NELAC st andards.

| f a business confidentiality claimis received after the
on-site assessnent by the accrediting authority, the
authority should make such efforts as are admnistratively
practical to associate the late claimw th copies of the
previously submtted information in its files. However the
accrediting authority cannot assure that such efforts wll
be effective in light of the possibility of prior disclosure
or dissem nation of the information.

It is not the responsibility of the on-site assessor to nake
any determnation with respect to the validity of a
confidential business information claim this responsibility
rests wwth the accrediting authority. The assessor nust
mai ntai n custody of CBI-clainmed information collected during
the assessnent until they are delivered to an authorized
official of the accrediting authority. CBI-clainmed
information may be the intellectual property of the
| aboratory. Therefore, all CBI-clained information nust be
held in a secure manner throughout the hol ding period of
assessnent records and may not be reproduced or distributed
inconsistent wwth 40CFR Part 2. |If the accrediting
authority questions the claimthat certain information are
CBl, the host |aboratory nust be contacted and given 15
wor ki ng days to:
(1) provide justification of their claimto CBI
(2) renove the claimof CBI
(3) resolve the issue in a manner agreeable to both
the | aboratory and the accrediting authority,
(4) engage | egal assistance,
(5) appeal the action to NELAP, or
(6) wthdraw their NELAC accreditation application for
the field of testing associated with the CB
i nformation.
In no instance may the accrediting authority declassify CBI-
clainmed information without notification of the |aboratory.
| f the responsible | aboratory official does not consent to
decl assification of the CBI-clained information, the
| aboratory may pursue any or all of the above stated
actions.
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3.5 ASSESSMENT SCHEDULE/ FORMAT
3.5.1 Length of Assessnent

The I ength of an on-site assessnent will depend upon a
nunber of factors such as the nunber of tests for which a

| aboratory desires accreditation, the nunber of assessors
avai |l abl e, the size of the | aboratory, the nunber of

probl enms encountered during the assessnent, and the
cooperativeness of the | aboratory staff. The assessor body
shoul d assign an adequate nunber of assessors to conplete

t he assessnent within a reasonable period of tine.
Assessors must strike a bal ance between thoroughness and
practicality, but in all cases nust determne to what effect
the | aboratories’ operations neet NELAC standards.

3.5.2 Opening Conference

Arrival at the facility should normally occur during

est abl i shed wor ki ng hours. The responsible | aboratory
official (s) should be | ocated as soon as the assessnent team
arrives on the prem ses.

A laboratory's refusal to admt the assessnent team for an
assessnment wll result in an automatic failure of the

| aboratory to receive accreditation or |Ioss of an existing
accreditation by the | aboratory, unless there are
extenuating circunstances that are accepted and docunent ed
by the accreditation authority. The team | eader nust notify
the accrediting authority as soon as possible after refusal
of entry.

An openi ng conference nust be conducted and shall address
the foll owm ng topics:

a) t he purpose of the assessnent;

b) the identification of the assessnent team

c) the tests that will be exam ned;

d) any pertinent records and operating procedures to be
exam ned during the assessnent and the nanes of the
individuals in the |aboratory responsible for providing
t he assessnent teamw th the necessary docunentati on;

e) the roles and responsibilities of key managers and
staff in the |aboratory;

f) the procedures related to Confidential Business
| nf or mati on;

g) any special safety procedures that the |aboratory may
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t hi nk necessary for the protection of the assessnent
teamwhile in certain parts of the facility (under no
circunstance is an assessnent teamrequired or even
allowed to sign any waiver of responsibility on the
part of the laboratory for injuries incurred by a team
menber during an inspection to gain access to the
facility);

h) the standards that will be used by the assessors in
j udgi ng the adequacy of the | aboratory operation;

i) confirmation of the tentative tinme for the exit
conf er ence;

1) provi sion of the assessnent appraisal formto the
responsi ble | aboratory official (to be submtted to
NELAP and the accrediting authority); and

k) di scussi on of any questions the | aboratory nay have
about the assessnent process.

3.5.3 Records Review

Records will be reviewed by assessnment team nenbers for
accuracy, conpleteness and the use of proper nethodol ogy for
each test and analyte to be eval uated.

A mnimumrecord set that nmust be exam ned as part of a
accreditation assessnent includes;

a) application for accreditation fromthe |aboratory;

b) previ ous assessnent results and reports including
proficiency testing results;

c) | abor at ory managenent structure and chai ns of
responsibility (e.g. organizational charts);

d) qualifications statenents of all key staff involved in
the analysis or reporting of results for which
accreditation has been requested and a matchi ng of the
staff qualifications with the statenents submtted with
t he applicati ons;

e) qual ity assurance plan(s) for the | aboratory;

f) st andard operating procedures and net hodol ogi es for
each parameter for which accreditation is sought;

g) mai nt enance and cal i bration records of specific pieces
of | aboratory equi pnent separate and apart fromthat
enconpassed in anal yte specific records;

h) procedures for the make-up and calibration of stock
sol utions and standard reagents;

i) origins, purities, assays and expiration dates of
primary standards, anal ytical reagents and standard
reference material s;
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1) records associated with nmethod-specific QAN QC
requirenents;

k) the specific records associated with the initial nethod
validation study in the | aboratory which nust be
examned in detail with the historical calibration
dat a;

[) records associated with the nmethods used to estimate
preci sion and accuracy in general for specific
anal yses;

m sanpl e recei pt and handl i ng docunent ati on;

n) proficiency testing sanple receipt and handling
pr ocedur es;

0) i nformati on about the proficiency testing providers;

p) records of any internal audits conducted or corrective
actions taken by the | aboratory itself; and

q) the report of the laboratory’s annual nmanagenent
revi ew.

The | aboratory must nmark all confidential information. The
| ead assessor nust handle it as required by appropriate | aws
and regulations. Al other information for all aspects of
application, assessnent and accreditation of |aboratories is
considered public information. |[|f the |aboratory requests
that information other than noted above is confidential, the
i nformati on should be treated as confidential until a ruling
can be made by the accreditation authority.

3.5.4 Staff Interviews

As an el enent of the assessnent process, the assessnent team
shoul d eval uate an anal ysis regi nen by requesting that the
anal yst normally conducting the procedure give a step-by-
step description of exactly what is done and what equi pnent
and supplies are needed to conplete the regi nen. Any
deficiencies shall be noted and di scussed with the anal yst.
The deficiencies will also be discussed in the closing
conf er ence.

The assessnent team nenbers shall have the authority to
conduct interviews with any/all staff. Calculations, data
transfers, calibration procedures, quality control/assurance
practices, adherence to SOPs and report preparation shal

be assessed for each test with the appropriate anal ysts(s).
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3.5.5 d osing Conference

The assessnent team nust neet wth representative(s) of the
| aboratory follow ng the assessnent for an informal
debriefing and discussion of findings with the possible
exception of any issues of inproper and/or potentially
illegal activity which may be the subject of further action.
It should be noted that the assessnent teamin no way limts
its ability to identify additional problemareas in the
final report should it becone necessary.

In the event the | aboratory disagrees with the findings of
the assessor(s), and the team | eader adheres to the original
findings, the deficiencies with which the |aboratory takes
exception shall be docunented by the team | eader and
included in the report to the accreditation authority for
consideration. The accrediting authority will nake the
final determnation as to the validity of the contested

el enent s.

The assessnent team should informthe | aboratory
representative(s) that an assessnent report enconpassing al
rel evant information concerning the ability of the applicant
| aboratory to conply with the accreditation requirenents is
forthcom ng.

3.5.6 Foll ow up Procedures

The accrediting authority will issue the assessnment report
to the applicant | aboratory outlining any area of

deficiency. The applicant |aboratory nust then submt a
pl an of corrective action and supporting docunmentation that
nmeet applicable NELAC standards to address all deficiencies
noted in the report not later than thirty days from when the
report is received (see Section 4.1.3.b).

3.5.7 Assessnent C osure

After review ng the assessor's report(s) and any conpl eted
corrective action(s) reported by the | aboratory, the
accrediting authority wll nmake the determ nation of the
accreditation status for a | aboratory.

If the deficiencies |isted are substantial or nunerous, an
additional on-site assessnent may be conducted before a
final decision for accreditati on can be nade.
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3.6 STANDARDS FOR ASSESSMENT

3.6.1 Assessor's Traini ng Manual

The NELAP Assessor Training Manual is presented in Appendi X
A.  The manual will be used when assessors take the NELAC
required basic training (Section 3.2.1) and will serve as a
reference for on-site assessnent personnel.

The manual for on-site assessors includes instructions for
eval uating the follow ng itens:

a) Si ze, appearance, and adequacy of the | aboratory
facility;

b) Organi zati on and managenent of the | aboratory;

c) Qualifications and experience of |aboratory personnel;

d) Recei pt, tracking and handling of sanples;

e) Li sting/inventory, condition, and perfornmance of
| aboratory instrunentation and equi pnent;

f) Source, traceability and preparation of
calibration/verification standards;

g) Test nethods (Including the adequacy of the
| aboratory’s standard operating procedures as well as
confirmation of the analyst’s adherence to SOPs, and
the anal yst’s proficiency with the described task);

h) Dat a reduction procedures, including an exam nati on of
raw data and confirmation that final reported results
are derived fromraw data and origi nal observati ons;

i) Qual ity assurance/quality control procedures, including
adherence to the laboratory's quality assurance plan
and adequacy of the plan;

3.6.2 Assessor’'s Role

When performng an on-site | aboratory assessnent, the
assessor nust appraise each of the areas listed in Section
3.6.1 and perform a thorough assessnent of the records for
each of the tests for which accreditation has been

request ed.

The on-site assessor should use a variety of tools in the
assessnment process. The experience of the assessor, his/her
observations, interviews with |aboratory staff, and

exam nation of SOPs, raw data, and the |aboratory's
docunentation all play inportant roles in the assessnent.
The accreditation of a particular |aboratory will depend to
a large extent on the assessnent teanis findings and
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recommendations. Mich of the on-site assessnent will depend
upon the assessor's observations of existing conditions.

The recommendation not to accredit a | aboratory, or to
change a | aboratory’ s accreditation status, nust be based on
factual information and not upon subjective eval uations.
Therefore, it is crucial that the on-site assessor have a

cl ear understanding of the |aboratory's procedures and
policies and that the assessor docunent any deficiencies in
the report of the on-site assessnent.

The assessnent team nust use specific docunentation in its
reporting of deficiencies. The assessor shoul d discuss any
deficiencies wth the | aboratory's managenent at the exit
conf er ence.

During the assessnment, sufficient information may becone
avai l abl e to suspect that a particular person has viol at ed
an environnental |aw or regulation, such as know ngly maki ng
a false statenent on a report. This information should be
careful ly docunented since further action nmay be necessary.
In the event that evidence of inproper and/or potentially
illegal activities have or may have occurred, the assessnent
t eam shoul d present such information to the accrediting
authority for appropriate action(s). These issues, at the
di scretion of the accrediting authority, may or may not be
subj ects or issues of the closing conference. However, the
assessor should continue to gather the information necessary
to conplete the accreditation assessnent.

3.6.3 Checklists

St andar di zed checklists nust be used for the on-site
assessnment. The use of checklists does not replace the need
for assessor observations and staff interviews, but is

anot her tool which assists in conducting a thorough and
efficient assessnent. A checklist is not a substitute for
assessor training and experience.

Note: It is anticipated that standardi zed checklists will be
devel oped or adopted by NELAC s On-Site Assessnent Commttee
for the assessor's review of test nethods.

3.6.4 Assessnent Standards

The areas to be evaluated in an on-site assessnent shal
i ncl ude:
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a) Si ze, appearance, and adequacy of the | aboratory
facility;

b) Organi zati on and managenent of the | aboratory;

c) Qualifications and experience of |aboratory personnel;

d) Recei pt, tracking and handling of sanples;

e) Quantity, condition, and performance of |aboratory
i nstrunentation and equi pnent;

f) Preparation and traceability of calibration standards;

g) Test nethods (Including the adequacy of the
| aboratory’s standard operating procedures as well as
confirmati on of the anal yst(s) adherence to SOPs, and
the anal yst(s) proficiency with the described task);

h) Dat a reduction procedures, including an exam nati on of
raw data and confirmation that final reported results
can be traced to the raw data/original observations;

i) Qual ity assurance/quality control procedures, including
adherence to the | aboratory's quality assurance plan(s)
and adequacy of the plan(s);

These areas shoul d be eval uated agai nst the standards
detailed in Section 5, Quality Systens, of the NELAC
Standards. Additional information on the process for

eval uating these areas can be found in the Assessors Manual
(Section 3.6.1).

3.7 DOCUNMENTATI ON OF ON-SI TE ASSESSMVENT
3.7.1 Checklists

The checklists used by the assessors during the assessnent
shal |l becone a part of the permanent file kept by the
accrediting authority for each | aboratory.

3.7.2 Report Format

The final site visit report shall be witten to contain a
description of the adequacy of the |aboratory as it relates
to the assessnent standards in Section 3.6.4. Assessnent
reports should be generated in a narrative format.
Deficiencies nust be addressed at a mninum Docunentation
of existing conditions at the |aboratory should be included
in each report to serve as a baseline for future contacts
with the facility
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Assessnent reports will contain:
a) | dentification of the organizati on assessed (nane

and address),
b) Date of the assessnent,

c) Identification and affiliation of each assessnent
t eam nmenber,

d) I dentification of participants in the assessnent
process,

e) Statenent of the objective of the assessnent,
f) Summary,
g) Assessnent findings (deficiencies) and
requi renents, and
h) Comrent s and recomendati ons.

The Fi ndi ngs and Requirenents Section nust be referenced to
a NELAC standard so that both the finding (deficiency) is
understood and the specific requirement is outlined. The
team | eader shall assure that the results wthin the final
report conformto established standards for the eval uated
par anet er s.

The Comments and Recommendati ons Section can be used to
convey recomendati ons ai ned at hel ping the | aboratory
i nprove

3.7.3 Di stribution

The accrediting authority shall be recognized as having the
responsibility for the distribution of the assessnent
reports. The assessnent team | eader shall conpile, edit and
submt the final report to the accrediting authority.

3.7.4 Report Deadline

No nore than thirty (30) days shall el apse fromthe

conpl etion of the assessnent until the report is conpleted
by the accrediting authority and copies are transmtted to
the | aboratory and the National Accreditation Database. An
exception to this deadline may be necessary in those

ci rcunst ances where an investigation or other action has
been initiated by the accrediting authority, in which case
the | aboratory nust be notified.
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3.7.5 Rel ease of Report

On-site assessnent reports should be released initially by
the accrediting authority only. The reports wll be

rel eased to the responsible | aboratory official(s). The
assessnment report shall not be released to the public until
findings of the assessnent have been finalized, al
Confidential Business Information has been stricken fromthe
report in accordance with prescribed procedures, and the
report has been provided to the |aboratory.

I n accordance with the Freedom of Information requirenents,
any docunentation adjudged to be proprietary, financial
and/or trade information, or relevant to an ongoi ng
enforcenment investigation, will be considered exenpt from
rel ease to the public.

3.7.6 Record Retention Tine

Copies of all assessnment reports, checklists, and | aboratory
responses nust be retained by the assessors and the
accrediting authority for a period of at |least ten years,

or longer if required by specific State or Federal
regul ati ons.
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NATIONAL ENVIRONMENTAL LABORATORY ACCREDITATION PROGRAM

ASSESSMENT CONFIDENTIALITY NOTICE

1. ASSESSMENT IDENTIFICATION 2. LABORATORY NAME

Date Assessor No. Daily Seq. No. 4. LABORATORY ADDRESS

3. ASSESSOR NAME 6. CHIEF EXECUTIVE OFFICER NAME
5. ASSESSOR ADDRESS 7. TITLE

TO ASSERT A CONFIDENTIALITY BUSINESS INFORMATION CLAIM

It is possible that NELAP will receive public requests for release of the information obtained during assessment of the facility above. Such requestswill be
handled by NELAP in accordance with provisions of the Freedom of Information Act (FOIA), 5 USC 552 and Section 3.0 of the NELAP guidelines.
NELAP isrequired to make assessment data available in response to FOIA requests unless the NEL AP determines that the data contain information entitled
to confidential treatment or may be withheld from release under other exceptions of FOIA.

Any or al information collected by NELAP during the assessment may be claimed confidential if it relates to trade secrets or commercia or financial
matters that you consider to be confidential businessinformation. If you assert a CBI claim, NELAP will disclose the information only to the extent, and by
means of the procedures set forth in the regulations and guidelines (cited above) governing NELAP' s treatment of confidential business information.
Among other things, the regulations require that NELAP notify you in advance of publicly disclosing any information you have claimed as confidential
business information.

A confidential businessinformation (CBI) claim may be asserted at any time. 'Y ou may assert aCBI claim prior to, during, or after theinformation is
collected. The declaration form was developed by the NELAC to assist you in asserting a CBI claim. If it is more convenient for you to assert a CBI claim
on your own stationary or by marking the individual documents or samples “NELAP confidential businessinformation,” it is not necessary for you to use
thisform. The assessor will be glad to answer any questions you may have regarding the NELAP s CBI procedures.

While you may claim any collected information or sample as confidential business information, such claims are unlikely to be upheld if they are challenged
unless the information meets the following criteria:

1. Your company has taken measures to protect the confidentiality of the information, and it intends to continue to take such measures.

2. Theinformation is not, and has not been, reasonably obtainable without your company’ s consent by other persons (other than governmental bodies) by
use of legitimate means (other than discovery based on showing of special need in ajudicia or quasi-judicial proceeding).

3. Theinformation is not publicly available elsewhere.
4. Disclosure of the information would cause substantial harm to you company’ s competitive position.

At the completion of the assessment, you will be given areceipt for all documents, samples, and other materials collected. At that time, you may make
claimsthat some or al of theinformation is confidential business information.

If your are not authorized by your company to assert a CBI claim, this notice will be sent by certified mail, along with the receipt for documents, samples,
and other materials to the Chief Executive Officer of your firm within 2 days of thisdate. The Chief Executive Officer must return a statement specifying
any information which should receive confidentia treatment.

The statement from the Chief Executive Officer should be addressed to:

and mailed by registered, return-receipt requested mail within 7 calendar days of receipt of this Notice. Claims may be made any time after the assessment
but assessment datawill not be entered into the special security system for NELAP confidential businessinformation until an official confidentiality claim
ismade. The datawill be handled under the agency’ s routine security system unless and until a claim is made.

TO BE COMPLETED BY FACILITY OFFICIAL RECEIVING THIS If there is no one on the premises of the facility who is authorized to

NOTICE make business confidentiality claims for the firm, a copy of this Notice
and other assessment materials will be sent to the company’s chief

| have received and read this notice. executive officer. If thereisanother company official who should aso

receive thisinformation, please designate below.

SIGNATURE NAME
NAME TITLE
TITLE ADDRESS

DATE SIGNED




NATIONAL ENVIRONMENTAL LABORATORY ACCREDITATION PROGRAM

ASSESSMENT CONFIDENTIALITY NOTICE

1. ASSESSMENT IDENTIFICATION

2. LABORATORY NAME

Date Assessor No. Daily Seg. No.

4. LABORATORY ADDRESS

3. ASSESSOR NAME

6. CHIEF EXECUTIVE OFFICER NAME

5. ASSESSOR ADDRESS

7. TITLE

INFORMATION DESIGNATED AS CONFIDENTIAL

No.

DESCRIPTION

ACKNOWLEDGMENT BY CLAIMANT

The undersigned acknowledges that the information described above is designated as Confidential Business Information under Section 3.4.5 of the NELAC
guidelines. The undersigned further acknowledges that he/she is authorized to make such claims for his’her firm.

The undersigned understands that challenges to confidentiality claims may be made, and that claims are not likely to be upheld unless the information meets
thefollowing guidelines: (1) The company has taken measures to protect the confidentiality of the information and it intends to continue to take such
mesasures; (2) Theinformation is not, and has not been reasonably attainable without the company’ s consent by other persons (other than governmental
bodies) by use of legitimate means (other than discovery based on a showing of specia need in ajudicial or quasi-judicia proceeding); (3) The information
isnot publicly available elsewhere; and (4) Disclosure of the information would cause substantial harm to the company’ s competitive position.

TO BE COMPLETED BY FACILITY OFFICIAL RECEIVING THIS

NOTICE

| have received and read this notice (signature):

If there is no one on the premises of the facility who is authorized to
make business confidentiality claims for the firm, a copy of this Notice
and other assessment materials will be sent to the company’s chief
executive officer. If thereisanother company official who should also
receive thisinformation, please designate below.

ASSESSOR’'S SIGNATURE NAME
NAME TITLE
TITLE DATE ADDRESS




